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MUHUCTEP CUT BO 3}[ PABOOX ik’mhﬂ. M M 0 ' occaﬂcmﬁ SEMEPARHAN
POCCUUCKOMN ®EJEPALIUU )
ovun3apAB poccun) | SAPETMCTPUPOBAHO

Peructpauronnud N7,
MPUKA3 1%
MockBa
00 yTBep:kIeHHH

ITono:xenus1 00 opraHu3anuyu KJIHHHYECKOH anpodanu MeTOAOB
NpopUIaKTHKH, IHATHOCTHKH, JIeYeHHs H PeaOUIHTANNH H OKA3aHUSA
MeTUIIHHCKOM MOMOIIH B PAMKAX KJIHHHYECKOH anpobauuy MeTOA0B

npopHJIaAKTHKH, JHATHOCTHKH, JICYeHHA H peabuIuTanuy
(B TOM YHCJIe MOPSAAKA HANPABJIEHHS NANHEHTOB AJs OKA3aHHA TAKOH MEAHIMHCKOM
MOMOIIH), THIIOBOH (pOPMBI NPOTOKOJA KIMHHYECKOI anpo0alui MeTo10B
NpopHIAKTHKH, THATHOCTHKH, JICYCHHS H peabuInTaluy

B coorBerctBMM ¢ yacter0 S5 crtatem  36.1 @DexepanbHOro  3aKOHaA
ot 21 Hos6pst 2011 r. Ne 323-@3 «O6 ocHOBax oXpaHbl 3/J0pOBbsI I'paxaaH B Poccuiickoii
Denepauu» NpUKa3bIBAO : |

1. YTBepauts:

[MonoxeHnue 06 OpraHW3aluy KIMHHYECKOW ampobaliy METOHOB NpPOQHIAKTHKH,
JUATHOCTHKH, JICUYEHHS W peabHiIuTaluyd M OKa3aHWs MEIWIMHCKON ITOMOIIM B paMKax
KIMHHYECKOH  ampobamMyd  METOAOB  NPOGUIAKTHKH,  JAWArHOCTHKH,  JIEYCHHMS
i peabuautanuy (B TOM YHCIE IOPSANOK HalpaBIeHUs MAlHEHTOB JUIA OKa3aHUs TaKoi
MeIUITUHCKOH TIOMOIIY) COTIIacHO NpHitoxkeHuIo Ne 1; 4

THIOBYIO (OPMY IIPOTOKOJIA KIMHHIECKOH ampobaluy MeTOA0B HpOMHIAKTHKH,
IMarHOCTHKH, JICYSHUS U peaOWTNTALH COTTIACHO MPHIIOKEHUIo Ne 2.

2. HacTosmmuii mpukas BcTymaeT B cwiy 1 ceHTsaOps 2023 r. u JeHCTBYeT
1o 1 centsabps 2029 r.

MHHHCTD [ M.A. Myparmko




Tpunoxenue Ne 1
K NIprKa3y MUHHUCTEPCTBA 31PaBOOXPAHECHHS
Poccwiickoit @enepanun
0T« /8 » cccc 20231.Ne FY5" 4

Ilonoxenune _

06 opraHM3aluH KJIHHHYECKOH anpoGalHu METOA0B NPOPHIAKTHKH,
JHATHOCTHKH, JJeYeHHs H PeaCHIMTANHHN H OKA3aAHHS MEAHIHHCKOH
MOMOIIH B PAMKAX KJIMHAYECKOH anpobali MeTo10B NPOGHIaKTHKH,
AUATHOCTHKH, JIEYeHUS U peaOHIMTalHH
(B TOM YHCJie NOPSAAOK HANPABJICHHS NANHEHTOB /ISl OKa3aHHS
TAKOH MeTHIHHCKOH OMOIIH)

1. Kmuapueckas amnpoGanus MeToIoB IPO(GUIAKTHKM, AWArHOCTUKH, JICUCHHS
1 peabunuTanuy (nanee — KIMHUYECKas anpo0alus) MpecTaBiseT coboil NpakTHIeckoe
NpUMeHeHrHe pa3pabOTaHHBIX M paHee He NPHMEHABUIIMXCA METOOB IpOGUITaKTHKH,
JIMATHOCTHKH, JICdeHHs M peabinTaluy NP OKA3aHHH MENUIMHCKOW IOMOWM IJIf
HOATBEPKIESHUS JOKA3aTENLCTB HX >ddexTUBHOCTH .

2.B uensix wucronHeHHs GYHKIHE [O OpraHu3alliii KIMHHYECKOH arnpobaluy
M OKa3aHMs MeIWIIMHCKOH ITOMOIM B paMKax KIWHW4YecKoil ampobauuu MHHHCTEPCTBO
- 3[paBOOXpaHeHU Poccuiickoii @enepanvy co3gaet:

a) DKCIIepTHEIHA coBeT MHUHUCTEpCTBa 3paBooXpaHenHus Poceuiickoil Pesiepaltyn 1o
BOIPOCAM OpPTaHH3alluH KJIMHHYECKON anpobanun’ (fanee — DKCIEPTHBIHA COBET);

6) DTrdeckuil KomuTeT MUHHCTEPCTBA 3ApaBoOXpaneHus Poccuiickoi ®enepanun’
(nanee — DTHUECKUIt KOMHTET).

3. MenuuuHcKas OpraHu3aliis WK HHas OpraHu3alys, OCyIeCTBIIAIomasn Hapsay ¢
OCHOBHOH (YCTaBHOMR) J€ATENBHOCTHIO MEIHUIMHCKYIO N€STENBHOCTD, ITOBEIOMCTBEHHAS
besepanbHBIM OpraHaM HCIIOJHHTENBHOH BiacTd (naiee — benepanbHas MEIULIMHCKAS *
OpraHu3alHs), SBISIOLASCS pPa3pabOTIMKOM TMPOTOKONA KITHMHHYECKOH anpobanuu
(nanee — Pa3paboTymK), B CPOK 0 1 MapTa TeKyIlero roia HanpasJseT B MHHHCTEPCTBO

' Yacrs 1 crateu 36.1 @enepanbHoro 3akoHa ot 21 Hoa6ps 2011 r. Ne 323-03 «O6 ocHOBaX OXpaHbl 310pOBbA rpax/aH
B Poccuiickoit ®enepanum» (nanee — PeaepanbHeiil 3akoH Ne 323-03).

2 TIpuka3 MunucTepcTBa 3ApaBooxpaHenus Poccuiickoit Pdepepannu oT 10 mons 2015 r. Ne 4341 «O6 DkcnepTHOM
coBete MHUHHCTEpCTBa 31paBooxpaHeHus Poccuiickoit Qexepamyy o BOMPOCaM OpraHH3aLMH KIMHHYECKOH anpobanuu
METOOB MPO(UIAKTHKH, MArHOCTHKH, JIeYeHHs ¥ peabuiurauumy (3aperucTpupoBal MHHUCTEPCTBOM IOCTHIIHH Poccutickoit
®epepamn 27 wons 2015 1., pernctpamuonsbiii Ne 38197) ¢ M3MEHEHHAMH, BHECEHHBIMH NPHKa3oM MuHuCTEPCTBA
3npaBooxpanenus Poccuiickoii ®enepamum oT 25 asrycra 2017 r. Ne 562u (3aperucTpupoBad MHHHCTEPCTBOM HOCTUIIAM
Poccuiickoii Denepauun 11 cents6ps 2017 r., peructpaunonnsiit Ne 48138) (nanee — nmpuka3 MUHHCTEPCTB2 3ApaBOOXPAHEHHS
Poccuiickoii ®eneparuu Ne 434H).

3 Ilpuka3 MunncrepcTsa 31paBooxpaHenus Poccuiickolt Depepaln  OT 10 wons 2015 r. Ne 435m
«O6 DTHueckoM KoMuTeTe MHHKHCTEpCTBA 34paBooxpaHeHus Poccuiickolt ®enepauyun» (3aperHcTpHpOBaH MHUHHCTEPCTBOM
roctuimu Poccuiickoii ®enepamuu 27 wronst 2015 r., peructpanuorrbiit Ne 38196) ¢ H3MEHECHHAMH, BHECEHHIMY PHKA30M
MuHKCTEpCTBa 3apaBooxpanenns Poccuiickoit denepanuu ot 31 Mapta 2017 T. Ne 1391 (3apeructpupoBaH MUHHCTEPCTBOM
focTuuu Poccuiickoit ®enepamuu 20 ampens 2017 r., perucTpammonHsiii Ne 46451) (mamee — mpukas MuHucTEpCTBa
31pasBooxpaneHus Poccuiickoit ®enepaunu Ne 435H).
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3npaBooxpanenus Poccuiickoit Oenepaliiy 3asBlIeHHE B IHCEMEHHOM BUJe Ha GyMaXHOM
HOCHTEJIE U B BIEKTPOHHOM BHJIE O PACCMOTPEHHH [IPOTOKONA KIMHHYECKOH anpobanuu
(masee — 3asBIEHHE), CoAeprKallee CIeAYIOIIHe CBeICHHUS:

a) HAUMEHOBaHHE W  ajpec  Pa3paboTumka, KOHTaKTHas  HMH(pOpMaIlis
o Pazpa6orurike (TenedoHbl, anpec SIEKTPOHHON MOYTEL);

6) Ha3BaHHe MeTona NPOMUIAKTHKY, AUATHOCTHKH, JICUEHHs W peabuiMTalud,
TIpeIaracMoro Uisl KITHHAYECKOH anpobanyu;

B) YMCJIO TIAIMEHTOB, HEOOXOAMMOE ISl TIPOBEICHHS KIIMHMIECKOH anpodaiuy.

4. K 3asBJICHUIO IPUJIAraroTCs CIEAYIOMNEe JOKYMEHTHI:

a) IPOTOKON KJIMHHYECKOH anpobaluy MeTONO0B NPOQUIAKTHKH, AHATHOCTHKH,
JedeHHs M peaOWIHTAldM, TUIIOBas (opMa KOTOPOTO YCTaHOBJIECHA MPHIOKEHHEM
Ne 2 k HacTosEMy IIpHKa3y;

6) HHMBHAYaTbHAs PErHCTPAlHOHHAS KapTa HaOIOAeHHs MalMeHTa B paMKax
KIHHAYECKOM anpoGaiuu (nanee — UPK);

B) coriacHe Ha  ONyOIMKOBaHWe IIPOTOKONA  KIMHMYECKOH  anpobarum
Ha OQHUIMAIbHOM caiite MuHHCTEpCTBA 3/paBooXpaHenus Poccuiickoil Penepanuu
B MHDOPMAIMOHHO-TEJEKOMMYHHKAHOHHOH cetn «MHTepHeT» (mamee — CeTb
«IHTEpHETY).

5. OTBETCTBEHHBIM 3a oO0ecleueHre pacCMOTpeHHs OKCIEPTHBIM COBETOM H
ITHIECKAM KOMHTETOM IIPOTOKOJIOB KIMHHYECKOH anmpoOanuy ¥ pacCMOTPEHHS OTYETOB
06 WCIONHEHWH MPOTOKOJOB KIMHHYECKOH amnpobanuu OJKCHEPTHBIM —COBETOM
ompeeNsercs AenapraMenT MUHKICTePCTRa 3apaBooxpanenus Poccuiickoi Deepaniy B
COOTBETCTBUM C €ro KOMIETeHIMeH (halee — OTBETCTBEHHBIf /€NapTaMeHT).
OTBeTCTBEHHBIH JENapTaMeHT B TedeHue 5 pabouux JHEH Co JHS MOCTYIUICHUA 3aSBJICHU
¥ TpUIaraeMbix K HeMy JOKyMEHTOB IPOBEpAET MX Ha MPEAMET COOTBETCTBHUA
TpeGoBaHMsAM Hactosimlero Ilonmoxenus K OQOPMIICHHIO 3asBICHHA H KOMIUIEKTHOCTH
IpHJIaraeMbIX K HEMY JOKYMEHTOB H B CIIy4ae:

a) COOTBETCTBUS 3asABJICHUS U KOMIUIEKTHOCTH IpHaraeMbIX K HEMY JIOKYMEHTOB
TpeGoBaHuAM HacTosmiero [1o0eH s HapaBIIseT B TeUeHHe 2 paboYUX JIHEH MPOTOKON
KITMHUYECKOH ampobalii Ha paccMOTpeHHe B OTHYECKHiH KOMHUTET U B (enepanbHOE
rOCY/apCTBEHHOE OIOJDKETHOE YUpexJeHWe, HaXOfsfileecs B BeleHHH MuHHCTEpCTBA
3ppaBooxpanenus Poccuiickoit @enepanuyn (fanee — SKCHEpTHAA opragmusanys), s
IPOBENIEHNs JKCIIEPTHOH OLIEHKH MPOTOKOJNA KIMHWYECKOH ampoGalli M IOJATOTOBKH
3aKIIOYEHHS [0 Pe3y/IbTaTaM SKCTIEPTHOM OLIEHKH MPOTOKONIA KIMHMYECKOH anpobaimm;

6) HECOOTBETCTBUS 3asBICHUS M (WIH) KOMIUICKTHOCTH INPHIIAraeMblX K HEMy
IOKyMeHTOB TpeGoBanusm Hactosero [Tonoxenus u (A1) HENPEACTaBICHUS OJHOTO WA
HECKOJIBKIX JAOKYMEHTOB, YKa3aHHBIX B ITyHKTe 4 Hacrosiero ITonoxenus, yBeqoMIseT
Pa3pa6oTyrka B MACHMEHHOM BHJE Ha OyMaXHOM HOCHTENE U B 3JIEKTPOHHOM BUAC 06
OTKJIOHEHHMM 3asBIEHHS M INPHIAraeMeIx K HeMy MJOKYMEHTOB OT JajibHeHIero
pAcCMOTpeHHs C YKa3aHHEM CpoKa IIpencTaBlieHus B MUHHCTEPCTBO 31PaBOOXPAHCHUA
Poccuiickoii ®enepanuy J0pabOTaHHbIX 3asBJICHUS U PUIaraéMblxX K HEMy JOKyMEHTOB.

6. MakcuManbHEI# CpOK IpeicTaBieHus PaspaborumkoM B MHHHCTEPCTBO
3/paBooxpanenus Poccuiickolt Peziepanuy 10pabOTAaHHBIX 3asBIECHUSA M NPUTAraeMbIX K
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HeMy JTOKYMeHTOB — 10 paboumx el co mHS moiaydeHus PazpaboTurkoM yBenoOMIIECHHUS,
yKa3aHHOTO B MOJIYHKTe «O» myHKTa 5 HacTosmero [lonoxenus.

7. B cny4ae HempencrasieHus PazpaboTdyukoM B MUHUCTEPCTBO 3paBOOXPaHEHHSA
Poccuiickoit ®enepalii HEHOCTAIOUMX JOKYMEHTOB (OJHOTO WM HECKOJIBKUX),
yKa3aHHBIX B MyHKTe 4 Hacrosiumero IlonoxeHus, wiau NopaGoTaHHBIX 3asBICHHSA H
HpHJIaraeMbIX K HeMy JOKYMEHTOB, OTBETCTBEHHEIH IeapTaMEHT B T€UEHUE ABYyX pabounx
IHEeH co IHA MCTEYeHUs CPOKa, YKa3aHHOTO B IOAIYHKTE «O» IyHKTa 5 HacCTOSAIIEro
[lonoxenus, Hampapisger Pa3paGoTurMKy yBeIOMJIEHHE 00 OTKaze B pPacCMOTPEHHUM
3asIBIICHUSL.

8. OkcmepTHas OIEHKa MPOTOKONA KIMHWYECKOW amnpobanuy, IOJAroTOBKA
3aKJIFOYEHMs TI0 Pe3yJIbTaTaM SKCIEPTHON OLEHKH IPOTOKOJIA KIMHUIECKOH anpobanuu 1
HanpapjeHHe ero B MUHHCTEpCTBO 3JpaBooxpaHeHus Poccuiickoii ®enepanun
OCYILECTBIISIOTCS SKCIIEPTHOM opraHu3alueii B Cpok, He MpeBsImaromui 15 pabounx nHe
CO JHS IOCTYILUIEHHUS IIPOTOKOJIA KIMHUYIECKOH anpobalyy B 3KCIIEPTHYIO OPraHU3alluIo.

IIpy mpoBeJeHHH SKCIEPTHOH OIEHKHM MPOTOKONA KIMHHYECKOH anpobaldu
OCYIIECTBIISIETCA €0 MPOBEpKa Ha IIPEeIMET: |

a) HAJTMYHS JaHHBIX O HayYHOH 0OOCHOBAaHHOCTH ¥ JOCTOBEPHOCTH IOJNy4EHHBIX Ha
CTaAuM pPa3pabOTKH MeToAa NPOQWIAKTHKH, NWUArHOCTUKY, JEYEHUS M peabHIIUTaluu
JTAaHHBIX, BKJIIO9as I0Ka3aTeNbCTBA KJIMHUYECKOU 30 (HeKTHBHOCTH
¥ 6e30IIaCHOCTH MeTOIa NPOQIIAKTHKH, JHATHOCTHKHY, JICUEHHs U peabuuTalumy;

0) HaMMYUs PEerucTpaldd JIEKApCTBEHHBIX MpPENapaToB A  MEAHIHHCKOIO
IpUMeHeHHs (Ianee — JIeKapCTBeHHBIE Ipenaparhl), METULIMHCKHX U3ACINH, IPUMEHEHNE
KOTOPBIX MPEAYCMOTPEHO MPOTOKOJIOM KIMHUYECKOH anpobanuy;

B) COOTBETCTBHA HAMMEHOBAHMS JIEKApCTBEHHOI'O IIpemnapara, YKa3aHHOIO
B TPOTOKOJIe KJIWHUYECKOW ampoOanuy, MEXAyHApOJHOMY HEIATeHTOBAHHOMY HIIH
IPYINMPOBOYHOMY, HJIH XHMHYECKOMY HAWMEHOBAHHIO JIEKapCTBEHHOrO IIpenapara,
a B CIIy4asx UX OTCYTCTBHS — TOPrOBOMY HAMMEHOBAHHUIO JIEKapCTBEHHOTO IIperapara,

I) COOTBETCTBUS IIOKA3aHHM K TNPUMEHEHHWIO W TPOTHBOIOKA3aHUH, CIOCO00B
IIpUMEHEeHHs. U 103 JIeKapCTBEHHBIX IPENapaToB, IPUMEHEHUE KOTOPBIX MPETyCMOTPEHO
IIPOTOKOJIOM KJIIMHHYECKOH ampoOauyy, WHCTPYKUUH II0 IPUMEHEHMIO JIEKAPCTBEHHOTO
Ipernapara;

1) COOTBETCTBHSL ~ TOKa3aHMii K  IPUMEHEHHIO H  IPOTHBONOKA3aHMI,
(QYHKIMOHAIPHOTO HA3HAYeHUS W XapaKTepHCTUK (CBOMCTB) MEIMLMHCKHMX M3JIENHiA,
INpUMEHEHHE KOTOPHIX MPELyCMOTPEHO IIPOTOKOJIOM KIMHHYECKOH —ampobauuy,
TEXHHYECKOM M (WJIK) SKCIUTyaTAHOHHON JOKyMEHTAIlUH [IPOM3BOUTENS (M3TOTOBUTENA);

€) KOPPEKTHOCTH OIMCAHUsS HCHONB3YEeMBIX B paMKax KIMHHYECKOH anpobaiun
COOTBETCTBYIOIIUX TOKasaTenedl 3(pGEeKTHBHOCTH MeToja IPO(QUIAKTUKH, TAArHOCTHKH,
JedeHus ¥ peabunuranuy; ‘

X) Hanuuud WHGOPMALMU O MeToJe IPOQMIAKTHKH, JUATHOCTHUKH, JCUYCHHS
H peaOWIHTalM, NPUMEHSIOIEMCS B KIMHHYECKOH MpPaKTHKE, MPEIJIOKCHHOM
JIJIs CPaBHUTEIBHOTO aHAJIM3a B IPOTOKOJIE KIMHIYECKON anmpobalum;

3) HaJIMYHS ONHCAHUS CTaTUCTUYECKMX METOJOB, HCIIONL3YEMBIX C IENIBI0 aHalln3a
pe3yNbTaToB KIMHHYECKOH ampobanuu, a Takke OOOCHOBaHHOCTH pacyeTa dHCia
HALMEHTOB, YYaCTBYIONIMX B KIMHUYECKOH anpobanyu;.
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1) OOOCHOBaHHOCTH omnmcaHus oObeMa (HUHAHCOBBIX 3aTpaT Ha OKa3aHHe
MEIUIIMHCKOM ITOMOIIK B paMKaX KIIHHHYECKOH arpobarum.

9. IpoTokojbl KinHWYecKol anpobauuu B TeueHue 10 pabodmx mHeH co qHA MX
IOCTYIUIEHHss ©3 MuHHcTepcTBa  3ApaBooxpaHeHus  Poccuiickoit ~ Depepanuu
pacCMaTPUBAIOTCS Ha 3acefaHuM OTHYECKOTo KOMHTETa M B COOTBeTCTBHH ¢ llopskom
BBIHECEHHMs OTHYECKMM KOMHTETOM MHMHHCTEpCTBA 3IpaBOoOXpaHeHus Poccuiickoi
denepanyy  3aKMOYeHHss 00 3THYeCKod 00OCHOBaHHOCTH JmOO 00 ITHYECKOH
He0OOCHOBAHHOCTH BO3MOXXHOCTH IIPHMMEHEHHS METOJOB IPO(HUIAKTHKH, AUATHOCTUKH,
JIeYeHHsl U PeabWINTAIMY TIPH OKa3aHUHM MeIUIMHCKOH ITOMOIIM B PaMKaX KIMHHIECKOMH
anpobalyi, YTBEpXKICHHBIM MpPHKa3oM MUHHUCTEpCTBA 3ApaBoOXpaHeHus Poccuiickoi
®eneparun Ne 435H, DTHuecKkHil KOMHTET IO KaXKAOMY MPOTOKOIY KIMHHYECKOH
anpobanuu:

a) BEIHOCHT 3aKJII0UeHHe 00 3THUECKOH 000CHOBaHHOCTH BO3MOKHOCTH IPAMEHECHUS
YKa3aHHOTO B IIPOTOKOJIE KIIMHUYECKOH anpobanuy MeToa NpoQHIaKTHKH, JHATHOCTHKH,
JledeHHs ¥ peabWINTalMK [PY OKa3aHAHM MEAUIIHCKON OMOLIM B PaMKaX KIMHMYECKOH
anpoGanuK ¥ coryiacyeT IPOTOKOJ KIMHUYECKOH anpobaluu;

0) BEIHOCHT 3aKiIlOuYeHHe 00 JSTHYECKOH HEOOOCHOBAHHOCTH BO3MOXKHOCTH
TIpYMEHEHHs YKA3aHHOTO B MPOTOKOJIE KIIMHMYeCKoi anpobanum MeToja NMpOQHIakTHKH,
IMATHOCTHKY, JIEUSHUS U peaOIHTalyy IPY OKa3aHWH METUIMHCKON ITOMOIIM B paMKax
KJIMHWYECKOH ampo0Oalliy M He COrjiacyeT MPOTOKON KIMHUYECKOH anpobaliy.

Komus mpoTokola 3acenanus ITHIeCKOro KOMHUTETa B TeueHue 3 pabouux nHe#H co
IOHA TOANMCAHMsS TIPOTOKONA 3acefaHusd OTHYECKOIo KOMHTETa HaIpaBiseTCs
B OTBETCTBEHHBIN JeMapTaMeHT.

10. B ciyyae BBIHECEHHS OTHYECKMM KOMMTETOM 3aKIIOUEHUs, YKa3aHHOTO
B IIOANYHKTE «a» IMyHKTa 9 Hactosiero ITonoxeHus, DTHUECKul KOMUTET B TedeHHe 3
pabounx OHed cO OHS IOAIMCAHHSA IIPOTOKONA 3acCelaHus ITHYECKOro KOMHTETa
HaIpaBlseT COINIACOBAHHBIN MPOTOKON KIMHHYECKOH ampobaluy B DKCIEPTHBIA COBET.
OnHOBPEMEHHO BBITIMCKA M3 IPOTOKOIA 3acelaHks DTHYECKOr0 KOMUTEeTa HallPaBJIeTCA B
ampec PaspaGoTuamka.

11. DkcrepTHBI coBeT B TedeHHe 15 paGoumx nHeW CO JHA MONYYeHHUA
COIJIACOBAHHOTO THYECKMM KOMHMTETOM IIPOTOKOJNA KIMHHAYECKOH —ampobaruu
¥ 3aKJIIOYEHHS [0 Pe3y/IbTaTaM SKCIIEPTHON OLIEHKH IIPOTOKOJA KITMHMYECKOH anpobaruu
B COOTBETCTBMH ¢ IIOpAIKOM BBIHECEHHS OKCIIEPTHBIM COBETOM MUHHCTEPCTBA
3apaBooxpaHeHus: Poccuiickoii ®enepanuu 3aKJII0YEHHH IO BOMpPOCaM OpraHU3aIluu
OKa3aHMs MEIUIMHCKOH IOMOIIM B paMKax KIMHUYECKOH anpobaluud METOIOB
poQUIAKTUKH, JUATHOCTUKH, JIEUEHHA H peabHIMTaluy, YTBEPXICHHBIM IIPUKa30oM
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepamuu Ne 434, paccMmaTpuBaeT
IPOTOKON KJIMHHYECKOH ampoballii M TpUiaraeMsle [IOKYMEHTEHI, ONPENCICHHBIE
myHKTOM 4 Hactosero ITonoxenus, ¥ BHIHOCUT 3aKIIFOUCHUE:!

a) O BBIaue paspelieHHs Ha OKa3aHWe MEIMIMHCKOW IOMOIM B paMKaXx
KJIMHHYECKOH anpoGalyy 1Mo IPOTOKOITy KIMHIUYECKO! anpobaiuy;

6) 06 oTKase B Bbade paspelleHUs Ha OKa3aHUe MEIULMHCKOM MOMOIIH B paMKax
KJIMHAYECKOM ampobaliy o IPOTOKOJY KIMHUYEeCKOH anpoOaluH. ’
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12. B ciy4yae BhIHECEHMs 3aKIFOUEHMsS, YKa3aHHOTO B IOAIYHKTE «a» IyHKTa 11
HacTosero [TomoxeHus, DKCIEPTHBIN COBET 110 MPOTOKOIY KIMHUYIECKOH anpobanuu:

a) oTpeenseT:

YHCIIO IMMAlMEeHTOB, KOTOPHIM OyAeT oOKa3aHa MEIUIMHCKas IIOMOIb B paMKax
KIMHAYeCcKo# arpobanuu;

CpOKHM TIPpOBeIeHHsT KITHHUIECKOoi anpobanumy;

0) maeT oleHKY (PMHAHCOBBIX 3aTpaT HAa OKa3aHUE MEIUITMHCKOM ITOMOIIH B paMKax
KITMHAYECKO# arpobanuy.

DKCIIEPTHBIA COBET OpraHU3yeT pa3MelleHre POTOKOoNa KIMHUIECKOH anpobanuu
Ha obwuuadbHOM caiite MuHHCTepcTBa 31paBooxpaHeHHs Poccuiickori ®Penepanuu
B ceTH «IHTEpHETY.

DK3eMILIAPEI IPOTOKOJIA 3aceIaHus DKCIIEPTHOrO COBETA B TedeHHe 2 pabouux qHeH
C IaThl €ro MOANMCAHHSA HaNpaBIAIOTCSd B OTHYECKHH KOMHUTET U MHHHCTEPCTBO
3npaBooxpanenus Poccuiickoi @enepanuy.

13. DenepanbHass  MeOWIIMHCKas  OpraHu3allds, OKejamolas  y4JacTBOBAaTh
B OKa3aHWM MEIMIMHCKOM IOMOINM B paMKaX KJIMHHYecKod ampobaiuu, B TeueHue 10
pabounx gHed €O OHA pa3sMelleHHd [POTOKONA KIMHHYECKOH —ampobaruu
Ha oduIHaIsHOM caiite MuHHCTepcTBa 3ApaBooxpaHeHHs Poccuiickoii @expepanuu
B cetu «MHTepHeT» HampaBisieT B MHHHCTEPCTBO 3ApaBOOXpaHeHHs Poccuiickou
®entepanuy 3asABKy B MHCEMEHHOM BHJe Ha OyMaXHOM HOCHMTEINE M B 3JIEKTPOHHOM BUIE
06 yJacTHH B OKa3aHHM MEIMIMHCKOM MOMOIIM B paMKaX KIHMHHYECKOH arpobaiuu,
KOTOpas IIOAMKCHIBAETCS pPYKOBOAUTENEM (enepanbHOH MeIUIMHCKONH OpraHu3alnu
(TMIIOM, €ro 3aMeINalolIMM) M 3aBepseTcss NedaTblo (eaepalbHONd MENUIMHCKON
opranmzanuy (nanee — 3asiBka 00 yJacTuM B KIIMHMYECKOH anpobaiuu).

14. 3asBKa 06 yyacTHH B KIIMHAYECKOH anipoOalyiy COAEPKUT CIeIYIOIINe CBEICHUS
o dhenepanbHON MEAULIMHCKOM OpraHH3aIiH:

a) HaMeHOBaHue (eqepanbHON MEAULIMHCKONW OpraHHU3aluH,

0) HauMeHOBaHUE MeTozaa PO HIaKTHKHY, JUArHOCTUKH, JIeYeHUs]
¥ peabHINTAIMH, YKa3aHHOTO B IPOTOKOJIE KIMHUYECKOH anpobanuy,

B) HAIMYHE B COOTBETCTBUHM C  YYPEIUTENBHBIMM JOKyMEHTaMH IIpaBa
Ha OCYIIECTBIECHHE MEIUIMHCKON IEITENBHOCTH, HAyIHOH (Hay4HO-HCCIIEIOBATENbCKOMN)
IeATENIbHOCTH, a TaKKe TIPOBeIeHHe KIMHUYECKHX HCCIEIOBAHMM JIEKapCTBEHHBIX
NpenapaToB U KIMHUIECKUX MCIBITAHUH MEAVIIMHCKUX U3JIENIHH,

I) HaM4Ke CTPYKTYPHBIX IMoJpasjeneHui, KoedHoro (GoHJa, BKIIOYAsS OTACICHU
peaHMMalMi ¥ HWHTEHCHBHOW Tepamui, OOeCHedYMBAIOUX OKAa3aHHE MEIHUIMHCKOH
TIOMOIIK TI0 COOTBETCTBYIOLIUM HPOQHISAM C YI€TOM BHUIOB, YCIOBHH M (POPM OKa3aHHs
MeIULIMHCKOM TOMOIIY;

) YKOMIUIEKTOBaHHOCTE CTPYKTYPHBIX ITOJpa3feseHuit dheepalbHON MeUIIMHCKOMH
OpraHM3aluK MeqUIUHCKUMU PabOTHHKAMH, 00€CIeUHBAIOIMMH OKa3aHHEe MEIULHHCKOH
TIOMOIIIH;

) IoJA  BpaveH-CIIEIUATNCTOB, MMEIONMX KBaIM(QUKAMOHHBIE KaTerOpUH,
B 001LIEH YUCIIEHHOCTH Bpadeil eiepanbHON MEIULIMHCKON OpTraHH3allky,
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K) IONsST MEIMIIMHCKAX paOOTHHKOB C BBICHIMM MEAUIIMHCKAM OOpa3oBaHUEM,
MMEIOIINX YISHYIO0 CTENeHb KaHIUIaToB U (WIH) JOKTOPOB HayK, B 0Ol 4YHCICHHOCTH
MeTUIIMHCKIX PaOOTHHUKOB C BBICHIMM MEIULIUHCKUM 00pa3oBaHUEM;

3) moKasaTejib HHAeKca Xuplua ¢eaepadbHOH MeTUIMHCKONH OpraHd3aluH JHO0
CYMMapHEIi MoKa3aTeslb HHAeKca XHUpIIa COTPYAHUKOB BHOBH CO3JaHHOH (enepaabHOM
MeTUITMHCKOM OpraHn3aluy (B TEYeHHE S5 JIET Moclie €€ CO3aHus);

H) CyMMAapHEI# [TOKa3aTellb MMITaKT-(pakTopa pelieH3UpyeMbIX Hay4HBIX KypPHAJIOB H
U3/aHMi, B TOM YHCJE 3apyOeKHBIX, B KOTOPBIX 3a MPEABIIYIIHHA roJ| OIryONINKOBAaHEI
pe3yNbTAaThl HAYYHBIX UCCIEJOBaHUH (eepalbHON MEJUIMHCKON OpraHu3alyy;

K) HAJIMYKeE OIBITA B PEaTU3ally JOMOJHUTENBHBIX IPOo¢eCcCHOHANBHBIX NPOrpaMM
(mporpaMMBl ~ TIOBBIIIEHHWS ~ KBaIMQHKAIlMH,  NPOrpaMMbl  IpodhecCHOHATBHOM
IEPENOATrOTOBKH );

1) HATHYWe  OIBbITa  B3aMMOAEUCTBHSI € HMHOCTPAaHHBIMM  HAyYHBIMH
1 MEIHIUHCKMMH OpTaHHU3alUsIMH B paMKaX MEXIYHapOAHOI'O COTPYIHHYECTBA HIIH
y9acTHeE B MEXIYHAPOIHBIX KIIMHUIECKUX UCCIETOBAHMUAX (MCIIBITAHUAX) M (MIIH) HAYYHBIX
porpaMMax;

M) y4acTHe B peaM3alldi¥ POrpaMM OJHOU HIIM HEeCKOJNBKMX Hay4YHBIX IIaTGOpM
MeIUITUHCKON HayKH, YTBEP)KACHHBIX BO HCIOJHEHHWE pacrnopsbkenus lIpaButenscrBa
Poccuiickoii ®eneparuu ot 28 nexabps 2012 r. Ne 2580-p.

15.K 3asBke 00 ydYacTMM B KIMHHYECKOH arpobamyM IpUIaraloTcs KoUK
CIIEIYIOINX JOKYMEHTOB:

a) yctaB eaepaibHOM MEAUIIUHCKON OpraHu3aliH;

0) nuuensus(u) Ha OCYIIECTBIEHHE MEIULIHUHCKOW HesTeIhbHOCTH (enepalbHoH
MEIULMHCKON OpraHu3aluei;

- B) CTPYKTYpa M LITATHOE pacnucaHue peaepalbHON METULIMHCKON OpraHu3alliH.

16. OTBeTCTBEHHBII qemapTaMeHT B TeUeHue 5 pabounx AHEH CO JHS MOCTYIUICHHS
u3 (benepanbHOU MeETUIIIHCKOM OpraHU3aLuH 3asIBKU 00 y4acTuu
B KIHHHYECKOM ampobanuyd M TNpuiaraeMblx K HEH JOKyMEHTOB IIPOBEpSeT
UX Ha IpeaMeT KOMIUIEKTHOCTH ¥ COOTBETCTBHS TpeOoBaHUAM HacTosero ITonoxenus u
B CITy4asx:

a) COOTBETCTBHS ~ 3afBKM 00  y4acTWM B  KIMHMYeCKOH  ampobanuu
U NpHIaraeMbIX K Hell JOKyMeHTOB TpeboBaHUSAM HacTosero IlomoxxeHus HampaBiiseT
3agsBKy 00  ydacTM B  KJIMHHYECKOH  ampobanud ¥ IIpWIaraeMbie
K Hel JOKyMEHTHI Ha paCCMOTPEHNE B DKCIEPTHEIHM COBET;

0) HECOOTBETCTBUS 3aIBKH 00 y4acTHH B KIMHHYECKOH ampobaiyu ¥ (WiM)
NpUIaraeMeIX K HeM JOKyMeHTOB TpeGoBaHMsAM Hacrosmero IlomoxeHus u (wnm)
HEMpPEACTABIEHHS OJHOTO HKIIM HECKOJIBKHX JOKYMEHTOB, YKa3aHHBIX B IyHKTe 15
HacTosuiero IlomoxxeHus, yBemomisieT (enepaJbHyl0 MEIHMLMHCKYIO OpraHH3alHio
B INCBMEHHOM BHJi€ Ha OYMa)XHOM HOCHTeJIe ¥ DJIEKTPOHHOM BHJE 00 OTKIOHEHHH 3a5ABKH
00 yyacTMH B KIMHMYECKOH ampobald M IPUNAraeMblX K HEW JOKYMEHTOB OT
JaNbHENINEro paCCMOTPEHHsI C YKa3aHHeM CpoKa IpeICTaBIeHHs AOPaOOTaHHBIX 3aABKH
00 y4acTHH B KIIMHIUYECKO# anpobanuy 4 (MiIH) IpUIaraeMelX K Hell JJOKYMEHTOB.

17. MakcuMalbHEIL  CPOK  TpEACTaBIeHHS  QelepallbHOH  MEAUIMHCKON
opraHmsanmeii B  MuHHCTepCTBO  31paBooxpaHeHus Poccuiickoii ~ @enepaunu
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nopaboTaHHOM 3as4BKH 00 Y4acTHH B KIIMHHYECKOH arpoOaliiy U (WIK) IPUIaraéMeIX K HeH
nokymeHToB — 10 pabouymx mHeit co AHA TonmydeHUs (eaepaJpHOH MeIUIUHCKON
opraHM3alielf yBeIOMIICHHS, yKa3aHHOI'O B IIOAIYHKTe «O» ITyHKTa 16 HacTOAmEro
Ilonoxenus.

18.B cnyuae mHenpeacTaBieHus ¢enepanpHOil MEIMIMHCKOM OpraHu3amue
B MuHHCTEPCTBO 3/ipaBooxpaHeHus Poccuiickoil Penepanyy HEAOCTAOIUX JOKYMEHTOB
(omHOTO WM HECKONBKWX), YKa3aHHBIX B IMyHKTe 15 Hacrosdmero llomoxeHus, wiu
J0pabOTaHHBIX 3aABKY 00 YUaCTHH B KIIMHHYECKOH arpo6anyy U (WIH) MPUIIaraéMbIX K HeH
JIOKYMEHTOB B MaKCHMAJIBHBIA CPOK, yKa3aHHbIH B IMyHKTe 17 Hactosmero Ilomoxenus,
OTBETCTBEHHBIH JIETIApTAMEHT YBeAOMIISET (eiepalbHyI0 MEAUIIMHCKYIO OPraHU3alMIO B
NMHCBMEHHOM BHJIE€ Ha OyMaXXHOM HOCHTENEe W DIIEKTPOHHOM BHAe 00 OTKase B
PacCMOTpPEHMH 3asBKH 00 yJaCTHH B KIMHUYECKOH armpobanuu.

19.3asBka 006 yyacTHM B KIMHHYeCcKo#l ampobanuu  paccMaTpHBaeTCs
Ha 3aceJJaHuH DKCIIEpTHOrO coBeTa B TeueHue 10 pabounx nHel co OHA €€ IOCTYIUICHH U3
MunncrepctBa 3apaBooxpadenus Poccuiickoit Penepanyu.

20. DKCIIepTHBIM COBET Ha OCHOBaHMM KpUTepUeB OTOOpa MEIMIMHCKHX
opraHu3anuii, ycraHoBieHHBIX IIpaBurensctBom Poccuiickoin ®enepanun’ (manee —
KpUTEPHH OTOOpa), B COOTBETCTBUH C IOPSJKOM BBIHECEHHS OKCIIEPTHEIM COBETOM
MunucTepcTBa 3apaBooxpaHenus Poccuiickoli @enepallid 3aKiIOYEHHH IO BOIIpOCaM
OpraHM3allid OKa3aHWs MEJULMHCKONH IOMOINM B paMKaX KIMHHYECKOH ampobanuu
METONOB HPO(GHIAKTHKM, IUACHOCTUKH, JI€YEHUS U peaOWIHMTalMy, YTBEPXKICHHBIM
npukasoM MuHucTepcTBa 3ApaBooxpaHeHus: Poccuiickoit @emepanuu  Ne  434H,
ompegenser ¢enepaabHble MEIUIMHCKAE OpraHM3allvd, YYacTBYIOIIHE B OKa3aHWH
MEIMIMHCKOM ITOMOINM B paMKaX KIMHAYECKOH arpobaluy, ¥ INPHHUMAET OJIHO
U3 PELICHUN:

a) 0 COOTBETCTBUH (ellepabHON MeIUIIMHCKON OpraHu3allil KPUTEPHAM 0TO0pa;

6) 0 HECOOTBETCTBHUH (peIepabHOM METUIIMHCKOM OpraHu3alii KpUTEPHAM 0TOOpa.

21. DKcHepTHBIM cOBET B TeuyeHHWe 5 pabounx AHeH cOo IHA NPHHATHA PELICHWH,
ykazaHHelX B myHkre 20 Hactosimero IlomoxeHus, HampapisgeTr B MHMHHCTEPCTBO
3apaBooxpanenus Poccuiickoit @enepanun nHGOPMAHO 0 QenepantbHbIX MEIUIHHCKIX
OpraHu3anusix, y4acTBYIOLIUX B OKa3aHUU MEIULIMHCKOU MTOMOIIH
B paMKaX KIMHHYECKOH armpobaliy Mo KaXOMy MPOTOKONY KIMHUYECKOH anpobaiuu.

22. Cpok mpoBefieHHMs KIMHHYECKOH anpobaluy, a TakkKe YHCIO MNAlHeHTOB,
KOTOPHEIM OyJIET OKa3aHa MeIHI[IHCKAs [IOMOIIIb B paMKaX KIMHUYECKOMH anpobaluu, MOryT
ObITh M3MEHEHHl (YBEIHYEHbI WM YMEHBIIEHBI) IO PELICHUIO0 OKCIIEPTHOTO COBETA,
NPUHATOMY HA OCHOBAaHHM 3asBIEHUS PYKOBOIUTENS (QenepalbHON MEIUIMHCKON
OpraHH3alld¥ B IHCHPMEHHOM BHJE Ha OyMaKHOM HOCHTENIE M B DJIEKTPOHHOM BHJE,
coziepKaInero 000CHOBaHUEe HEOOXOAUMOCTH H3MEHEHHS.

23. PyxoBogutens  ¢enepaJbHON  MEIUIMHCKONW  OpraHM3allid  Ha3Ha4aeT
OTBETCTBEHHBIX MCIIOJTHHUTEINEH NPOTOKOJIA KIMHUYECKOM anpobanyy U3 YHciaa pabOTHUKOB
(benepanbHON MEIUIIMHCKON OpPraHU3aIHH.

4 TToctanopnenue Ipasutenscrsa Poccuiickoit ®@enepammu ot 9 urona 2015 r. Ne 691 «O06 yrBepkaeHHH KPUTEPHCB
0T60pa MEIMIMHCKHX OpTaHM3aLWi, yUacTBYIOLIMX B OKa3aHHHM MEIHIMHCKOM NOMONIM B paMKaX KJIMHMYECKOH anpobauun
METOJIOB NPOQIIAKTHKH, JUATHOCTHKH, JIEYSHHA U peabHINTallH1y.



24.B cmydyae BO3HUKHOBEHHS IIpH OKa3aHHMM  MEIUIMHCKOH  ITOMOIIHU
B paMKax KIMHHYECKOM ampobalid 10 TPOTOKONY KIHHHYECKOH —ampobauuy
IIPOTHO3UPYEMEIX OCIIOXHEHHH, yKa3aHHBIX B POTOKOJIE KIMHUYECKOH anpobanuu, ecinu
ux yacrora Ha 30% MNpeBBIIIaeT TAKOBYIO HPH HCIIONB30BaHHHM METOJa NPOQHIAKTHKH,
JTUArHOCTUKH, JICUEHUSI U peabuimuTaluy, NPUMEHSIOIErocs B KIMHUYECKOH IIPAKTHKE,
a TaKKe MPH BO3HUKHOBEHUHU HEIPOTHOZUPYEMBIX TSDKEINBIX OCIOXHEHHM, YIPOXKAIOLIHX
XH3HH H 3J0pOBBI0 MAaI[MEHTOB, (elepajbHas MeIUIIMHCKAas OpraHu3anus obsg3aHa
IPHOCTAHOBHUTL  INpPOBEACHHE  KIMHWYECKOM  ampobamvu W He3aMeUIUTEIBHO
IporHGOPMHPOBATh 00 STOM OKCHEpTHBI coBer, Paspaborumka u MuHHCTEPCTBO
3npaBooxpaneHus Poccuiickon ®exneparu.

MunucrepctBo 3ApaBooxpaHeHus Poccuiickoii ®enepanyy He3aMeMIUTENBHO
uHpopMHUpYET pyKoBoAUTeNEH ¢enepanbHBIX MEIUIUHCKIX OpraHU3alii, y4acTBYIOLIUX
B OKa3aHHH MEJIUIIMHCKON TMOMOINY B paMKaX KIMHHYECKOH ampoOalldil 10 MPOTOKOILY
KIMHHAYECKO# arnpobaruy, 0 BO3HUKHOBEHHH HeTpeIBUAEHHBIX M (WIH) HeXelaTeNbHBIX
SBJIEHHUI INPH OKAa3aHMM MEIWLUHCKON MOMOINM B paMKax KIWHHYEecKoi ampobariuu.
PykxoBomutenu (enepaibHbIX MEIUIMHCKUX OpraHu3alldi, y4acTBYIOLIMX B OKAa3aHUU
MEIUITMHCKOH MMOMOIIM B paMKaxX KJIMHUYEeCKOH anpofaluu 1o NpOTOKONY KIMHUYECKOH
anpodanyy, NpU IIOCTYIUIGHUH OT MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoi
Qenepanyu ykazaHHOW HH(OpMalMKd o00sf3aHBl TaKk)Ke€ IPHOCTAHOBUTH IIPOBEICHHE
KJIMHUYEeCKOH anpobanuu.

25. OKCIepTHBI CcOBeT B TeueHHe 3 paboumx JHEH co JHA IOMy4eHHs
oT ¢enepasbHOM MEIUIMHCKONH oOpraHu3ali HHQOpPMAWH O NPUOCTAHOBICHHUHU
IPOBEJCHHS KIMHUYECKOH ampobaldd 10 IPOTOKONy KIMHHYECKOH ampobanuu
B CBSI3M C BO3HHMKHOBEHHEM IIPOTHO3HPYEMBIX OCIOXXHEHHUH, YKa3aHHBIX B IPOTOKOJE
KIMHAYeCKOH ampobamun, ecnd wux dactotra Ha 30% mpeBhilIaeT TaKoOBYIO
IPHA KCIOJNB30BaHUH MeToZa MPOQMIAKTHKY, NUATHOCTHUKH, JIeYeHHUS W peabuinTaiiuy,
IPUMEHSIONIETOCST B  KJIMHUYECKOH IIpakTHKe, a TakKe IpA BO3HUKHOBEHHH
HENPOTHO3UPYEMBIX TSKENBIX OCIIOXKHEHUH, yTPOXKAIOIIMX )KU3HHU U 3[I0POBBIO NIaLUEHTOB,
IPUHUMAET PelIeHHe O IOCPOYHOM NpeKpalleHIuH KIMHUIECKOH arpobaliiu 1o mpoTOKOIy
KJIMHHYIECKOM arpodaru. :

BrInucka U3 IpoTOKOJIA 3aceqaHus DKCIIEPTHOIO COBETa B TeUEeHHE 3 pabouux JHeH
CO JHSA ero MoJamucaHus Hampasisercs Pa3paboruuky, B (enepaibHble MeIUIIMHCKUE
OpraHH3alWH, YYacTBYIOIIHE B KIMHUYECKOH ampobanyy MO MPOTOKONY KIMHUYECKOU
anpoOanuy, ¥ B OTBETCTBEHHBIH JeNapTaMEHT.

26. PykoBogurtenp (enepaabHON MEAMIIMHCKONW OpPraHW3aIldH I0Cie JOCPOYHOTrO
TpeKpalieHuss KJIMHUYECKOW ampobaruu [0 MPOTOKONYy KIMHHYECKOR amnpobanuu
obecrieurBaeT JNajipHelIIee oka3aHue He0OXOAMMO MEAULIMHCKON MOMOIIM NalMeHTaM
B COOTBETCTBHH C 4acThio 1 cratbu 37 OenepansHoro 3akoHa Ne 323-@3.

- 27. Tlocme 3aBepleHHs IpOBeleHHS KIMHHYECKOH ampobauuu QenepanbHas
MeIULIMHCKas OpraHu3alys COCTAaBIET 1 HanpasisieT B MUHHUCTEPCTBO 3paBOOXPaHEHHS
Poccwuiickoit Penmepanii OoTdeT 00 HCIOJHEHHW IMPOTOKONA KIMHUYECKOH ampobaruu
(mamee — oOT4YET) C IMIPWIOKEHHEM AITOPUTMA OLEHKU KIMHUKO-OKOHOMUYECKOM
3QQEKTUBHOCTH MPOMIENIINX KIHHHYIECKYIO amnpoOaluio METONOB INPOQHUIAKTHKH,
IOUarHOCTUKM, JieueHUuss U peabwmmranuu (pekoMeHAyeMblli oOpasen NpuBeeH
B IIpHJIOXKeHUH K HactosieMy [lonoxenuto) (nanee — aqropuTM OLEHKH).
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OmHOBpeMEHHO KOIMsS OT4eTa HampasisieTcss (denepalbHOH MEIUIMHCKON
opranuzaiueii B agpec Pazpabotuiika.

28. OneHka KIHMHUKO-3KOHOMHUYECKON 3((eKTHBHOCTH NMPHMEHEHHUs MpoLIeIuero
KIHHAYECKYI0 ampofaiuio MeTrofa NpOoGMIAKTUKH, MAWArHOCTHKH, JIEUYECHUI W
peabuIuTallii IPOBOAMTCSA HAa OCHOBAaHHH:

a) o0mMX TMoKaszaTened  KIMHUKO-DKOHOMHYECKOH 3((EeKTUBHOCTH MeToAa
NpOQHIAKTHKH, IHArHOCTHKH, JieYeHHs U pealWIuTaluM, YyKa3aHHBIX B IIyHKTE
29 Hacrosimero IonoXxeHus, U MOKa3areyeil KIMHAKO-3KOHOMHYECKOH 3((eKTHBHOCTH
MeToa MPOGHIaKTHKH, AUArHOCTUKH, JIeUeHUs U peabHIUTalluY, YKa3aHHBIX B [IPOTOKOJIE
KIHMHUYECKOoH armpobanuy;

0) CPaBHUTENIFHOTO aHaIKW3a MeXIy MEeTOAOM IpOQMIaKTUKH, JAMAaTHOCTHKH,
JIeYeHUs U peabunuraiuy, IPOIIEAIITNM KIIMHUYECKYIO anpobanuro,
U TIPUMEHSIOIMMCS B KIMHUYECKOM MpaKTHKE, NMPEeATOXEHHBIM I CPaBHUTEIBLHOIO
aHaJIM3a B IIPOTOKOJIE KIIMHHUYECKOU anpodariun (ajnee — CpaBHUTENbHBINA aHAIN3).

29. O6ImMMH TIOKa3aTeISIMH  KIIMHHKO-D)KOHOMHYECKOH 3(h(EKTUBHOCTH METOJa
IpOQHIAKTHKY, JUATHOCTHUKH, JIEUSHHS M peabWINTaIiH, MPOLIEANIEr0 KIMHUYECKYIO
anpoOaluio, IBISIOTCA:

a) BO3MOXXHOCTE IIPUMEHEHHUS METOIa MEAULIMHCKIMH OpraHu3alisIMy;

0) NOBBIIIICHHE KauecTBa OKa3aHUS MEAWIIMHCKOM IOMOINM (CHM)KEHHE YPOBHS
TOCIIUTANN3AINH, CHIKEHHE BHYTPUOOIBHUYHOM JIETAIBHOCTH, YBEJINUEHHUE JITUTEIBHOCTH
PEMUCCHH, COKpAIlleHHe IepHojia BPeMEHHON HETPYyAOCIIOCOOHOCTH, CHHMXXCHHE YPOBHSA
UHBTHANU3AIINN, CHIDKEHHE CTeleHH WHBAIMIU3alliN, CHIDKEHUE PpHUCKA Pa3BUTHA
3a00JieBaHHil, yCTAaHOBIIEHHE JHArHO3a Ha PaHHHUX CTAJHAX pa3BUTHUSA 3a00/1eBaHui).

30. Ilpu npoBeeHNN CPaBHUTENBHOTO aHANIN3a YUYUTHIBAIOTCS:

a) KOJIM4ecTBO JOHeH (Koiiko-IHel), 3aTpadeHHBIX Ha OKa3aHWe MEIHIUHCKOM
IIOMOIIY MaIeHTaM;

0) cpemumii 00beM (PUHAHCOBBIX 3aTpaT Ha OKa3aHHE MEAUIMHCKOM IIOMOIIM
C IpUMEHEeHNEeM COOTBETCTBYIOIIEr0 METOa OJHOMY ITallUCHTY;

B) YaCTOTa OCJIOKHEHUH;

T) pe3yJbTaTHBHOCTE  MeToAa  (BBI3JIOPOBICHME, YIy4dlIeHHE, YXyALICHHE,
0e3 mepeMeH): yKas3bIBaeTCS OXUH WJIM HECKOJNIBKO U3 IIEpEeYHCIICHHBIX IIOKasaTelei
C YKa3aHUEM WX 3HAYCHUH.

31. OTBeTCTBEHHBII lemapTaMeHT B TedeHue 2 pabodux AHeH co JHS MOCTYILICHHS
0TYeTa HaIlPaBJIsAeT ero B 9KCIEPTHYIO OPraHU3aIMIo.

32. DKcllepTHash OpraHu3alus B CpOK, He ImpeBblmaromui 15 pabounx nHeH
CO [OHA MOCTYIUIEHHMS OTYETOB OT BCEX Y4YacTBYIOIIMX B KIHMHHUYECKOH ampobaunuu
MEIHIUHCKUX OpPraHMU3allUif, OCYIIECTBISET SKCIEPTHYIO OLEHKY OTYETOB, IIOATOTOBKY
3aKIIOYEHUS 10 pe3yJbTaTaM OJKCHEPTHOH OIECHKH OTYETOB M HAIIpaBIICHWE €T0 B
MunucrepcTBo 3ipaBooxpanenus Poccuiickoi Penepanvn.

Ilpu mpoBefeHNH SKCIIEPTHOU OIEHKHM OTYETOB OCYIIECTBISETCA HMX IPOBEpKa Ha
npeaMeT 00O0CHOBAaHHOCTH Pe3yJIbTaTOB OLEHKH KIMHUKO-9KOHOMUYECKOH 3 (PEKTHBHOCTH
NPUMEHEHHs] TPOILEeJIIero KIMHUYeCKylo amnpobanuio Meroia NpoQHIaKTHKH,
JTMarHOCTHKH, JICUCHUS U peabuInTaluH.
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33. OTBeTCTBEHHBIH leNapTaMeHT B TeueHue 2 pabodux JHe# co OHS MOITy4eHHs OT
OKCTIEPTHOX OpraHM3allid 3aKIIOYEHHS 1O pe3ylbTaTaM 3KCIEPTHON OLEHKH OTYETOB
HanpaBIseT B OKCHEPTHBIA COBET OTYETH M 3aK/IIOYeHHe II0 pe3ysbTaTaM 3KCIEPTHOH
OILIEHKH OTYETOB.

34. OKCIIepTHEHIA COBET B TeueHHe 3 pabouymx OHEH cO AHA MOIy4EHHS OTYETOB
1 3aKJIIOYESHHS TI0 Pe3yJIbTaTaM SKCIIEPTHOM OIIEHKU OTYETOB IPUHUAMAET pelleHHe:

a)0  HAIHYAH  KIMHUKO-3KOHOMHYECKOH  3(QeKTUBHOCTH  IpOIIEIIEro
KIMHAYECKYI0  anpofaliio  Meroma  NpodMIaKTHKW,  OUArHOCTHKH,  JIEYCHHA
U peabuiuTanuy;

6) 00 OTCYTCTBHH KJIMHHKO-3KOHOMHYECKOH 3(QeKTHBHOCTH MpOIIEAIIEro
KIMHAYECKYI0  ampofaiuio  Meroma  NpodWIAKTUKH,  JUarHOCTUKH,  JIEYEHMs
¥ peaObHIuTauH.

35. Db dexTHBHBIM TpU3HAETCS METOA NPO(UIAKTUKH, NUArHOCTHKH, JEYCHHSI U
peabmnuranmy, HaOpaBmuit B cymMMe He MeHee | Oama Mo KakAOMYy IOKas3aTelro
3¢ GEeKTUBHOCTH, YKa3aHHOMY B &JIFOPUTME OLIEHKH, KOTOPBIH:

a) TpeOyeT MeHbIe (PUHAHCOBBIX 3aTpaT, HO IPH STOM HABISAETCS HE MEHee
5(p(eKTUBHBEIM Ui TNPOPWIAKTHKH, JWArHOCTHKH, JieYeHUS U peadmiuTanuu
TI0 CPABHEHHIO C METOJIOM, YK€ IPUMEHSIOIIUMCS B KITMHUYECKOH IPaKTUKE;

6) Tpebyer OGompie (UHAHCOBBIX 3aTpaT, HO IPH 3TOM €ro JIONOJIHHUTEILHBIE
NpeuMyIecTBa U1 NPOMUIAKTHKH, [OUArHOCTHKH, JIeYeHHs U peabuiIuTanuu
OIIPaBJIBIBAIOT AOIIOJHUTEIBHBIE 3aTPATHI.

36. MeTon mpoQHIAKTHKH, AUATHOCTHUKH, JIEUCHUS U peaOMIUTalyH, [IPU3HAHHBIN
OKCHepTHBIM coBeTOM () PeKTUBHBIM, peKOMeHyeTcs MUHHCTEpCTBOM 3paBOOXPaHEHHUS
Poccuiickoit ®enepaniidi  MEOWLIMHCKAM  MpOG)eCCHOHANIBHBIM  HEKOMMEPUECKHM
OpraHH3alysIM JJIS BKIIFOYSHUS B KIIMHHYECKHAE pEKOMEHIalliH.

37. Or6op manueHTOB IS OKa3aHUs MEAUIIMHCKOM MOMOIIY B paMKax KIMHHYECKOM
arnpobanun OCYILIECTBIIAETCS u3 qrcia HaI[AEHTOB, HaTpaBJIeHHBIX
B (eepalbHyI0 MEOUIIMHCKYIO OpraHM3aLlUIO JUIs OKa3aHWs MEAHUIUHCKOM IIOMOIIH
B COOTBETCTBHH C MpHUKa30M MHHHCTEpCTBA 31jpaBooxpaHeHus Poccuiickoii Penepanu oT
2 nexabps 2014 r. Ne 796n «O0 ytBepxkaenueM Ilonoxenus o6 opraHu3aLUH OKa3aHHA
CIeIMAH3APOBAHHOM, B TOM YHCIe BHICOKOTEXHOIOTMIHOM, MEIUIMHCKOM OMOLII .

38. Pemenue o 1enecoo0pa3HOCTH OKa3aHUs MALMEHTY MEQUIMHCKOM NOMOIIU B
paMKax KIHHHYECKOW ampoOanuy NpUHHMaeT BpaueOHas KOMHCCHA (efepanbHOM
MeIUIUHCKON OpraHu3aliy NPH HAIMIHHA HHOOPMUPOBAHHOTO JOOPOBOJILHOIO COIIACHs,
IIAHHOT'O B COOTBETCTBMH C 4acThiO 6 craThu 36.1 @enepansHoro 3axoHa Ne 323-03.

39. Pemienue BpaueOHOM KoMUCCHH (eAepalbHOM MEIUIMHCKON OpraHM3aliiy
ohopMIISETCS MPOTOKOJIOM, COJEPXKAIIMM CIIEeLYIOINE JaHHBIE:

a) OCHOBAaHHE CO3JaHus BpaueOHOW Komuccuu (enepanpbHOd MEAUIMHCKON
OpraHu3anuy (PEKBH3UTH HOPMATHBHOI'O IIPABOBOTO aKTa);

0) Jata IpUHATHA pelleHHs BpadeOHOM KoMHCCHU (erepaabHOM MeIHUIMHCKOM
OpraHu3allly; ‘

5 3aperucrpuposan MunuCTepCTBOM IOCTHIMH Poccuiickoit ®enepaiuu 2 ¢espans 2015 r., perucTpaluyoHHbIH
Ne 35821, ¢ U3MeHEHMAMM, BHECEHHBIMH TPpUKa30M MuHUCTEpCTBa 3apaBooxpaHeHns Poccuiickoii @enepauun ot 27 aBrycra
2015 r. Ne 5981 (3apeructpuposa Munucrepcrsom octuuuu Poccuiickoii deaepannu 9 centabpsa 2015 r., perucTpauMOHHbIA
Ne 38847).
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B) cOCTaB BpaueOHO# KOMUCCHH (peaepalibHON MeAULIUHCKOM OpraHu3aLuy;

I') IacIIOPTHBIE JAHHBIE HalyeHTa (pamunus, nMS, OTYECTBO
(TIpH HAJTMYKHK), AaTa POXKICHHUS, CBEICHUS O MECTE KUTENBCTBA);

1) Auaruo3 3aboJieBaHUA (COCTOSHHA) M KOJ 10 MexTyHapOJHONW CTaTHCTHYECKOM
Kiaccu¢uKaimu 6oJe3Heil 1 mpobiieM, CBI3aHHBIX cO 370poBbeM (fJanee — MKDB);

€) CBeJICHHS O HATMYUU UHGOPMUPOBAHHOTO JOOPOBOJIIBHOIO COIJIACHS;

) 3aKJII0YeHHE BpaueOHOM KOMUCCUU (ellepalbHOW METUIIMHCKOM OpraHHU3alluH O
11e71eCO00Pa3HOCTH OKa3aHWS MAlMeHTY MEIULMHCKON IOMOIIM B paMKaxX KIMHHYECKOM
arpoGalluy ¢ ykazaHueM Juarsosa 3aboneBanus (cocrosuus), koga no MKb, mianupyemoii
IaThl Havajga OKasaHWs TMaldeHTy MEOULIMHCKOM IMOMONIM B paMKaX KIMHHYECKOH
ampoObarum.

40. ITporokon BpaueOHOM KomMccHM (efepanbHOM MEAMLMHCKON OpraHH3aIiK
0(GOpMIISIETCS M XPaHUTCS B HOpMe DIIEKTPOHHOTO JOKYMEHTa WM Ha 6yMaXXHOM HOCHTENE
B OJTHOM 9K3eMIUIsApe B peepanbHON MEAUIIMHCKOH OpraHU3aLyiH.

41. ®enepanpHas MeOUIMHCKas OpPraHM3alUs C HCHONb30BAHUEM JOCTYMHBIX
cpencTB cBsi3M (mouta, TenedoH, Tenedon/(akc, INIEKTPOHHAS IIOYTA) YBEAOMISLET
HAIPABHBILYIO MAIMEHTa MEAUIUHCKYIO OpPraHH3allHio O NPUHATOM pEIIeHNH BpaueOHOM
KOMHCCHUH benepanbHOM MeIUITTHCKOH OpraHU3aluU B TEUECHUE
3 pabounx gHEH Co [MHS MOAMMCAHUS NMPOTOKOJNA BpadeOHOH KOMHCCHH (helepalbHOM
MeIUITMHCKON OpraHu3aiyH.

[Io TpeboBaHMIO WanKMeHTa WIM €ro 3aKOHHOIO IIPEACTaBUTENS BBIIHCKA
M3 [POTOKOJIa pellleHus BpaueOHOM KoMuccuu (penepalbHON MENULIMHCKON OpraHU3aIHK
BBIJIAETCS HA PYKU NALMEHTY WIH ero 3aKOHHOMY IpeACTaBUTEIO.

42. MeauigHCKas TOMOIIb B paMKax KIMHUYECKOH arpobaliii MOKET OKa3bIBaThCH
B amMOyJIaTOpHBIX YCIIOBUSIX, B YCIOBHSX JHEBHOTO CTal[MOHapa
¥ B CTAllMOHAPHBIX yCIOBUIX.

43. MenuuygHCKas IOMOINb B paMKax KIMHHYECKOW ampoOanuy OKasbIBaeTCs
BpayaMHU-CIIe[HAACTaMH COOTBETCTBYIOLIETO npodus, paboTaromumMu
B (elepalpHBIX MEOUIMHCKHX OpPraHM3alusX W MMEIONMMH CTaX paboThl
TI0 CTIELHAIbHOCTU He MeHee 5 JIeT.

44. MemuupHCcKas IIOMOIIs, B paMKax KIMHAYECKOM ampoOallld OKa3bIBaeTCs
HanpreHTaM, Hy K IaIoUMMCS B OKa3aHUH MEeIUIMHCKON IIOMOIIM C IIPMMEHEHHEM METOJIOB
IpOQUIAKTUKH, IVIarHOCTHKH, JIe4eHUs " peabunuTaIuy, yKa3aHHBIX
B IIPOTOKOJIaX KJIMHUYECKOH arpobalu, 3a HCKIIIOYEHHEM IPaXkIaH, YKa3aHHbIX B IyHKTe
45 uacrosmero Ilonoxenus.

45. Oxa3zaHWe MEIUIMHCKOM IIOMOLIM B paMKax KJIHHHYECKOH ampobanuu
3ampeIaeTcs ¢ yJyacTHeM B Ka4ecTBe MalMeHTOB: '

a) mereit, XKEHIMUH B Tepruo]] OepeMEHHOCTH, POJOB, XKEHIIUH B IIEPHOJ TPyIXHOTO
BCKapMJIMBaHHs, 32 HCKIIOYEHHEM CIy4aeB, €CIIH COOTBETCTBYIOIIHE METObI
NpeHA3HAYEHBI JUI 9TUX MAMEeHTOB, [IPH YCIOBHM IIPHHATHS BCeX HEOOXOMUMBIX MEp I10
MCKIIOYEHMIO DHCKA NPUYHHEHHS Bpefa JKCHINMHE B INEpHON OepeMEHHOCTH, POIOB,
JKEHIIKHE B IEPHOJ| FPYAHOTO BCKapMIIMBaHHUS, IUIOAY MIIH PEOCHKY;

0) BOEHHOCIYXAINX, 332 UCKIIIOYEHNEM BOEHHOCIYKAIHUX, IPOXOIAIINX BOCHHYIO
cmyx0y 10 KOHTPaKTy, B Ciydae, €CIH COOTBETCTBYIOLIHME METOMABI CIIEIHATBHO
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pa3paboTaHBI JUIsl NPHMEHEHHS B YCIIOBUSIX BOSHHBIX IeMCTBHH, Upe3BBIYaliHbIX CUTYAIIHIA,
NpOGUIAKTUKA M JledeHUs 3a0oNeBaHWii M MOpaKeHWH, MOJYYEHHBIX B pE3yJbTaTe
BO3/CHCTBUS HEGNArONPHATHHIX XUMHIECKIX, OHOJIOTHYECKUX, PafHAllHOHHBIX ()aKTOPOB;

B) JIMILI, CTPaJIaloIMX IICHXUYECKAMH PacCTPOMCTBAMH, 32 MCKIIOUEHHEM CIy4aes,
€CIIH  COOTBETCTBYIOLIME METOABl IpeJHa3HA4YeHbl JMJIA JICYCHHS IICHXHIECKUX
3aboneBanuii®;

I) JHl, 33JepPXKaHHBIX, 3aKIIOYEHHBIX IIOA CTPaxy, OTOBIBAIOUIMX HaKa3zaHHUE
B BHJE OrpaHWYEHUS CBOOOIBI, apecTa, JIMIICHHS CBOOOIBI JIMOO aIMUHHCTPATHBHOTIO
apecra’.

46.IIpu oxasaHMM MEIWIIMHCKONW IMOMOIIM B paMKaxX KIMHHYECKOW ampobanuu
NPAMEHSIOTCS  JIEKapCTBEHHBIE Ipenmaparbl W (WIH) MEIUIHHCKHE  H3Jeus,
3aperucTpupoBaHHble B Poccuiickoit ®@enepanyn, B COOTBETCTBUH C MHCTPYKLHSIMHU II0
IPUMEHEHUIO JIEKApCTBEHHBIX IPENapaToB, MHCTPYKIHMSAMH IO MPUMEHEHUIO U (MIIN)
PYKOBOJCTBOM NO 3KCILTyaTallul MEIUIIMTHCKUX U3JIETHI.

47. B paMKax KIMHUYECKOH anpoOaiiii He MPOBOAATCA KIIMHUIECKHE UCCIEeJOBAaHUS
JIEKapCTBEHHBIX IIPENAPATOB U KIIMHUYECKHE UCTIBITAHUS MEIULUHCKUX U3ICIIHH.

48. Ilpn okazaHMM METUIIMHCKOW IIOMOINM B paMKaX KIMHHYECKOH anpobaruu
IIPUMEHEHHE COOTBETCTBYIOIIMX METOJOB MNPOQYUIAKTHKH, JUATHOCTUKU, JI€UEHUS
U peadMIuTallid OCYIIECTBISETCS B COOTBETCTBUH C IIPOTOKOJIOM KIMHHYECKOM
anpobanuu.

49.Tlpu okazaHMM METUIIMHCKOM INOMOIIM B paMKax KIWHHYeCKoH ampobanuu
BeJleTCs MeIULMHCKas JOKyMeHTanus, a Takxke VIPK Ha kaxnoro namueHnra, opopMieHHas
B COOTBETCTBUM C TpeOOBaHMAMH, YCTAaHOBIEHHBIMU IPOTOKOJIOM KIMHUYECKOH
arpoOartum.

WPK BHOCUTCS B MEAUIMHCKYIO JOKYMEHTAIUIO MTAllUEHTA.

B npaBoM BepxHEM yIIly TUTYJIBHOIO JIUCTa MEAULIMHCKON JOKYMEHTALMY [TallUEHTa
cTaBUTCA MapKupoBKa «KA».

50. ITaupieHT WM ero 3aKOHHBIA IPEJCTABUTENh HMEET MNpaBO OTKA3aThCs
OT MEIULMHCKOH IIOMOIIM B paMmKax KIWHMYeckod ampobanuu Ha JII0OOM 3Tare
ee OKa3zaHHs B COOTBETCTBUHU cO cTaTheil 20 PenepanpHoro 3akona Ne 323-03.

¢ Yacre 7 crateu 36.1 @epepaibHoro 3akona Ne 323-03.
"Yacte 5 crateu 26 PenepanbHoro 3akona Ne 323-03.




IIpunoxenue
K Ilomoxxenuto 06 oprasu3anuu
KJIMHUYECKOI anpobaluyu MeToI0B
NpopUIaKTUKY, AHATHOCTHKH, JT€YEHHI
¥ peabuUuTaly ¥ OKa3aHUSA MeTUIMHCKOM
IIOMOIIH B paMKax KJIMHUYECKOH arpodamuu
METOJIOB IPO(UTAKTUKH, THATHOCTHKH,
JedeHus U peabuintanuy (B TOM YUCIIe
IOpSAAKY HampaBlieHUs NAIllIEeHTOB AJIs
OKa3aHUs TaKOW MEIUIIMHCKOM MTOMOIIIH ),
YTBEPXKICHHOMY IpHUKa30M MUHHCTEPCTBA
3apasooxpaHeHus Poccuiickoit @enepanuu
OT K 7% » geeaw 2023 T.Ne 2 434

PexomeHyeMelit oOpazen

Ajaropurm

OLICHKH KJIHHHKO-3KOHOMHYecKOi 3¢ peKTHBHOCTH NMPOIIeIINX
KJIMHHYECKYI0 alpo0anHio MeTOA0B NPOPHIAKTHKH, AHATHOCTHKH,
JICYEHHS M peadHanTalHH

I. Pe3ynpTaThl KOITU4ECTBEHHOMN OLEHKH 3()(HEKTUBHOCTU MeTO A NPODUITAKTHKH,
JUarHOCTUKH, JIEYEHHs U peabmIuTaliu

HanmeHoBanus Or1reHka cTereHu Loctmxenne Orenka B 6airax
noKaszaTens JOCTIIKEHUS 1EJIEBOTO I[EJIEBOTO
OLICHKH pe3yJsibTarta pe3yybpTara
3¢ dexTuBHOCTH! (B mpouieHTax)
Bricokas IleneBoii pe3ynbTar 75-100% 2
HOJIHOCTBIO TOCTUTHYT
Cpennss LleneBoii pe3ynbTar 65-74% |
YaCTHYHO AOCTUTHYT
Huzkas IleneBont pe3ynbTaT He <65% 0

JAOCTUTHYT

Uroro: cpenusis ouenka 3PeKTUBHOCTH (COOTHOIIIEHHE CYMMEI 6aJIJIOB IO
Ka)XJJIOMYy IoKa3aTemto 3GPeKTHBHOCTH K KOJIMIECTBY KPHTEPHUEB)
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II. KonmruecTBeHHas OLIEHKA JOIOIHUTENIBHON 1IEHHOCTH IPOLIEAIIETO KIHHUIECKYIO
anpobanuio MeToja NpoQUIaKTHKY, JUaTHOCTHKH, JIeUeHUs U peabuiInTaluy

Hag METOAOM CPaABHCHUA

HaumenoBanus PesynpTaT KOJMHMYECTBEHHON OLICHKU Ouenka B 6annax
KpHUTEpHs KpUTEPHUSI IOTIOTHUTEIBHON [IEHHOCTH
JOTIOJTHUTEIBHON

IIeHHOCTH !

Bricokas HNwmeert cyiecTBeHHbIE KIMHUYECKUE +2
IIpeuMylecTBa HaJ METOIOM CPaBHEHUS

Cpennsas HMeeT He3HAUYUTENBLHEIE KIMHUYECKHE +1
[IperMyIecTBa HaJl METOIOM CpaBHEHHUS

Huzkas He nmeeT KIMHUYECKUX IIPEUMYIIECTB 0

Hroro: Cp€AHsIA OLICHKA ,Z[OHOIIHPITGJIBHOﬁ IHCHHOCTH (COOTHOIHCHI/IG CYMMbI
6aJuIoB 10 KaXXaO0My KPUTEPHUIO JIOTIOJTHUTEJIbHOM IIEHHOCTH K KOJIMYCCTBY KpI/ITepI/ICB)

III. Pe3ynpTaThl KOMMYECTBEHHOM OLIEHKH 0€30IaCHOCTH MPHUMEHEHUS METOA
pOoQHIaKTHKH, AUATHOCTHKHU, JIeYeHUs U peabunuTaIuu

Ouenka ypoBHs 0€3011aCHOCTH

Yucno ClIy4acCB OCJIOXXHCHUSA

Orenka B 6amiax

MeToaa (B mpo1eHTax)
IIporaosupyemsie OCIOXKHEHUS 0 2
OTCYTCTBYIOT
HesnauurensHoe yncio <15% 1
IIPOTHO3UPYEMBIX OCIIOKHEHHUH
3HaYUTENBbHOE YUCIIO > 15% 0
IPOTHO3UPYEMBIX OCIIOKHEHUH
Henporuosupyemsie TSKebIe Hannune -2

OCJIOKHCHUA, YIPOKAIOINUEC JKU3HU
U 3JI0POBBIO NTALITUCHTOB
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IV. Pe3ynpTaThl KTMHUKO-5KOHOMUYECKOM OIIEHKH MeTOo1a MPO(UIaKTHKH,
IOVArHOCTHKH, JICYCHUS U peabuIuTalun

o0BeMa (PUHAHCOBBIX 3aTpar Ha
OKa3aHHEe MEUIUHCKOH momorny 1
HaUeHTy

Kputepun Pesynbrat onieHkn B OueHka B
OLICHKHU IIPOLIEHTHOM Hamnax
COOTHOIICHHUH
CpaBHenue IIpumMeHeHue MeTOAa IPUBOJUT K <40% 3
CpeIHNX 00BEMOB | CYILIECTBEHHOMY CHIDKEHHIO 00beMa
(MHAHCOBBIX (GUHAHCOBBIX 3aTpaT Ha OKa3aHHE
3arpat Ha 1 MEIVLMHCKON NOMOIIHX | manueHTy
ClIly4yad OKa3aHUs
Me TULHHCKOI IIpuMeHeHNEe MeTOAa IPUBOJUT K <15% - 2
IIOMOILIH C CpeIHEMY CHIDKEHUIO 00BeMa <3%%
NpUMeHEHHeM (bHHaHCOBBIi( 3aTpar Ha OKa3zaHHe
MeTosia M yxe | MEAHIWHCKOH HOMOIIH 1 marueHTy
TPUMEHAIOMHMMCA | - TThymeneHre MeTOa IPUBOAMUT K <1% - 1
B KIIHHHICCKOU HE3HAYUTETHFHOMY CHIKEHHIO <14%
TPaKTHKE o6BpeMa (PUHAHCOBBIX 3aTpar Ha
METOAOM IIPH | Grazanpe MeMHIMHCKOM TTOMOIH 1
OKasaHUH MAIMenTY
MEIUIIMHCKON
IIOMOLIA IIpumenenue merona He TpedyeT 0% 0
yBeJnueHus o6pemMa PUHAHCOBBIX
3aTpar Ha OKa3aHHe MeIUIHHCKOM
oMoy 1 manueHTy
[IpumMeHeHNe MeTOia IPUBOIUT K <1% - -1
yBEJTNYEHHIO 00beMa (UHAHCOBBIX <10%
3aTpaT Ha OKa3aHHe MeAUIIMHCKON
nmoMomu 1 marnueHTty
[IprMeHeHne MeToAa MPUBOAUT K >10% -2
CYIECTBEHHOMY YBEIIMUCHUIO U BBIIIIE

! Beicokast 3¢eKTUBHOCTb — KITMHUYECKas anpobalys peKOMEHA0BaHA K THPKUPOBAHHUIO;

Cpemnas 3(¢eKTUBHOCTS ~ KIMHMYeckas anpobaumus HyxkaaeTcs B A0paboTke,

K THP2)KUPOBaHHUIO,

Huskas 3¢ geKTHBHOCTB — KITHHHYeCKas anpobalys He pEeKOMEHIOBaHa K THPaKAPOBAHHUIO.

PECKOMECHOBaHA




. IIpunoxxenue Ne 2
K IprKa3y MUHHCTEPCTBA 3[paBOOXPaHEHUS
Poccuiickoit ®enepanuu
OT K 78 » esen 2023T.Ne 2 #5 4

Tunosas ¢popma

IIpoTokon KIHHMYECKOH anpodaluu MeTOAOB NPOQHIAKTHKH,
AHATHOCTHKH, JICUeHHUSs H peabHJINTaAlHH

WnertndukanuosHbiid Ne
Hara

I. ITacmopTHas yacThb

1. HasBanue mnpemnaraeMoro K IPOBENEHHIO KIMHWYECKOH ampobanuy MeToja
npoQHIAKTHKY, JUATHOCTUKH, JIeUeHUs UM peabunurtanuu (najee COOTBETCTBEHHO —
KIMHHYeckas ampoOaItys, MeTox).

2. HaumeHoBaHHEe W ajpec MENUIIMHCKOW OpraHu3aliM WM WHOH OpraHM3alluiy,
OCYIIECTBIAIONIEH HapsIIy C OCHOBHOH (yCTaBHOW) [IESATEIBHOCTBIO MEIULIMHCKYIO
JEATeNIbHOCTh, ITOJBEIOMCTBEHHOU ¢e/iepallbHbIM OpraHaM HCIOJHMTENIBHON BIACTH
(manmee — denepampHas MeOWLMHCKAas OpraHusanus), pa3paboTaBlledl IPOTOKOJ
KIMHHYECKOH ampobariiu Merona (manee COOTBETCTBEHHO — IIPOTOKON KIMHHUYECKOM
armpobaryy, pa3paboT4uK). |

3. daMuTHs, ©MS, OTUECTBO (IPU HAJTHYMM) H JOJDKHOCTS JIMLY, YIIOTHOMOYEHHBIX OT
MMEHH pa3paboTUHKa MOANMCEHIBATE MPOTOKOJ KIIMHHIECKOH arpobariy.

I1. OGocHOBaHMEe KITHHUYECKOH ampobariui MeToia

4. Au”oTanug MeToza.

5. AKTyanbHOCTh MeETOAa Ui 3ApaBOOXPAaHEHHWHA, BKJIIOYAs OPraHU3alHOHHEIE,
KIHHAYECKHUE 1 SKOHOMHUYIECKHUE aCIIeKTHI.

6. HoBusHa MeToaa 1 (MJIH) OTJIIMYHE €r0 OT U3BECTHBIX aHAJIOTMYHBIX METOJOB.

7. Kpartkoe omucaHue ¥ 9acTOTa U3BECTHBIX U NOTCHIHAIBHEIX PHCKOB IPUMEHEHUSL
METO/a JUIsl MAI[HEHTOB, ECITH TAKOBBIE UMEIOTCS, U IPOTHO3UPYEMBIX OCIIOKHEHHH.

8. CchlIKM Ha JIHTEpaTypHble HMCTOYHHMKM ITyONUKanUi pe3ynbTaToB HayYHBIX
HCCIIENOBAHMM METO[a WM OTAENBHBIX €r0 COCTaBISIOIMX (B TOM YHCIE COOCTBEHHBIX
myOuKaruii) B peIeH3WPYeMBIX  Hay4yHBIX  JKypHaIax M H3JaHUAX,
B TOM YHCIIE B 3apyOexKHBIX XKypHanax (Ha3BaHHs )XyPHAJIOB/U3NaHU}, HX UMIAKT-(aKTop).

9. Munle cBeieHys1, CBA3aHHbIE C pa3paboTKoi MeToAa.

III. Ienu u 3aa4un KINHHYECKOH ampobaiun
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10. IleransHoe onucaHue 1ened u 3aa4 KIMHAYEeCKOH anmpobaIiim.
IV. Jluzaitn xnuHUYecKol anpobaiun

11. Hayunasi 060CHOBaHHOCTH 1 JOCTOBEPHOCTD MOJTyYEHHBIX Ha CTAHK Pa3paboTKu
METOZA JaHHBIX, BKIIOYas TOKa3aTelbCTBa ero Oe30MacHOCTH.

12. Onucanue au3aitHa KTMHUYECKOW anmpoOaiyl JOJDKHO BKIIFOYATh:

12.1. Yxa3aHne OCHOBHBIX M MOMNOJNHHUTENBHBIX (MPH HAJIHYHH) HCCIETYEMBIX
IapaMeTpoB, KOTOpble OYyT OLIEHUBAThCA B X0OJ€ KIMHUYECKOH anpobanuy;

12.2. Onncanue au3aliHa KIMHAYECKOH ampoOamuu ¢ rpaduIecKoi cxemoii (dTamsl
U MpOLIEYPHI, @ TAKXKE CPOKHU M YCIOBUA UX MIPOBEJIEHUS, HHOE),

12.3. Onucanue MeTo ja, UHCTPYKIUH IO €0 NPOBEJIEHHIO;

12.4. OxujaeMasi NPOJOJDKUTENBHOCTh YYacTHs IAIMEHTOB B  KIMHHUYECKOMH
anpobanuy, ONHCaHWe IOCIeIOBATEIPHOCTH W ITPOJOJDKHTEIBHOCTH BCEX IIEPHOMOB
KIIHHUYecKol anpobauuu, BKIIOYas MEPUOJ MOCIeIyIoIero HabroqeH s, €ClIH TaKOBOM
IIPEXyCMOTPEH;

12.5. Ilepeuens JAHHBIX, PErHCTPUPYEMBIX HEITOCPECTBEHHO
B WHIUBUAYyalbHONM pEruCTpalldOHHON KapTe KIMHAYECKOM ampofaimyu MeToja
(6e3 3ammcH B MEIWLIUHCKOM JOKYMEHTAllMd MaldeHTa) M pacCMaTpHUBaeMbIX
B KQ4eCTBE NIapaMeTpOB, YKa3aHHBIX B MMyHKTe 12.]1 HacTOSAIIEro MpOTOKOJIa KIMHUYECKOH
arpoOaruy.

V. OT60p N UCKIIIOUCHHUEC NMTAHUCHTOB, KOTOPBIM OKa3bIBACTCS
MEANIUHCKasA ITOMOIb B paMKax KJIMHUYECKOHN anpo6aupm

13. Kpurepuu BKIIOYESHHS TALIUEHTOB.

14. Kputepun HeBKIIOYEHUS NTAIUEHTOB.

15. Kputepun uCKIIOYEHHUS MAIUEHTOB M3 KIMHUYECKON ampobanuu (OCHOBaHUS
IpeKpalleHus IPUMEHEHHS anpoOUpyeMoro MeToa).

VI. MenuiHcKas IIoMoIIb B paMKaX KIHHUYECKOH arpoOanun

16. Bun, popma 1 ycinoBus oKa3zaHUS MEIUITUHCKOH TOMOIIIH.

17. IlepeueHb MEAUIUHCKUX YCIYT (MEAULIMHCKIX BMEIIATEIBCTB).

18. JlekapcTBeHHBIE mpenaparbl JUis MEAULIMHCKOTO MpHUMEHEHHs, AO03UPOBKa,
4acToTa IpHeMa, CIoco0 BBEISHMS, a TaKXKe NPOJOJDKUTENBHOCTh MpHeMa, BKIIIOYas
HEepUOBI IOCIEAYIOLIETO HaOIIOIEHNS; 7

Ha¥MEHOBAHUS CIENUATN3UPOBAHHBIX IPOAYKTOB JIeueOHOrO NHTaHUs, 4acToTa
npremMa, 00beM HUCIOIb3yeMOTro MPOAYKTa JiedeOHOro ITUTaHUS;

nepedeHb UCII0Nb3yEeMBIX OHOJIOTHIECKUX MaTEPHAIIOB,;

HaUMEHOBaHUA MEJHWUMHCKUX U3JeNUid, B TOM UYHCJIE HMIUIAHTUPYEMBIX
B OpraHU3M YeJIOBEKa;

UHOE.




VIL. Ouenka sddpextrBHOCTH MeToa

19. INepeuens nokazareneit sdpdexTrBHOCTH.

20. IepeueHn KpUTepHEB NOTIOTHATENBHOM EHHOCTH.

2]1. MeTonpl M CpPOKHM OLEHKH, PETUCTpalliy, y4eTa U aHalM3a I[oKa3aTelei
3¢ dexTrBHOCTH.

VIII. Craructuka

22. OnucaHue CTaTHCTHYECKHX METO/I0B, KOTOpEIE MpeaoiaraeTcs HCIOJIb30BaTh
Ha IIPOMEXYTOYHBIX 3Talax .aHajiM3a pe3yibTaTOB KIMHHYECKOMN anpobanuu W mpH ee
OKOHYaHHUH. Y POBEHb 3HAYUMOCTH IPUMEHAEMBIX CTATHCTHIECKHX METOJOB.

23. [Inanupyemoe umciio NalMEHTOB, KOTOPBIM OyIeT oKa3aHa MeUIMHCKAs
TIOMOIIb B pamMKax KIHHUYECKOH anpoGalliy C HeNblo H0Ka3aTelbHOMN 3¢ deKTUBHOCTH
anpobupyeMoro Meroma. OGOCHOBaHHE uYMCIA. NalHeHTOB, BKJIIOYas pPacyeThl MJis
000CHOBaHUS. : '

IX. O6bem puHanCcOBBIX 3aTpar

24. OnucaHue NPUMEHIEMOr0O METOIa pacyera 06beMa HPHHAHCOBBIX 3aTpaT.

25. llpenBaputenshplil  pacuer obbeMa (QUHAHCOBBIX 3aTpaT Ha oOKa3aHHe
MEULUHCKOH TOMOLIM B paMKaX KIMHHYECKo# ampobamuu | HalMeHTY, KOTOPBIiH
BKJIFOYAET:

I€peCHb MEAMLMHCKHX YCIIyT (HAUMEHOBAHUA M KPAaTHOCTh IIPUMEHEHHS ),

TICpEHEHb  JICKAPCTBCHHBIX  MpPEMapaToB JUIS  MENMUMHCKOTO IPUMEHEHHS
(HaUMEHOBaHUSI M KpPAaTHOCTb NPUMCHEHUs), 3apEerHCTPUPOBAHHBIX B PoccHitckoil
Oenepanum; ' ‘

TICPCHCHb MCTIONB3YEeMbIX MEAMIMHCKHUX H3/E/UH, B TOM YHCIIE UMIUIAHTHPYEMBIX B
OpraHM3M 4eJIoBeKa, 3apeTUCTPHPOBaHHBIX B Poccuiickoit ®eneparmu;

TEpeICHb UCTIONB3YEMBIX GHOIOTHYECKHX MaTepHaioB (KpOBb, IpenapaTsl KPOBH,
FeMONO3THYECKHE KJICTKH, JOHOPCKHE OPraHbl U TKaHH);

BH/IBI JIEYeOHOrO MUTAHMsA, BKIIOYAs CHelHaH3HPOBaHHbIE IPOAYKTHI JIEYeOHOrO
[IUTaHUS; -

HHOE.

[oanuce pykoBoauTens dheaepaibHO MeIUIUHCKOM OpraHM3alHH

Jara
M.IL



